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§482.100

services, who are immediately avail-
able to provide transplantation serv-
ices when an organ is offered for trans-
plantation.

(1) The transplant surgeon is respon-
sible for providing surgical services re-
lated to transplantation.

(2) The transplant physician is re-
sponsible for providing and coordi-
nating transplantation care.

(c) Standard: Clinical transplant coor-
dinator. The transplant center must
have a clinical transplant coordinator
to ensure the continuity of care of pa-
tients and living donors during the pre-
transplant, transplant, and discharge
phases of transplantation and the
donor evaluation, donation, and dis-
charge phases of donation. The clinical
transplant coordinator must be a reg-
istered nurse or clinician licensed by
the State in which the clinical trans-
plant coordinator practices, who has
experience and knowledge of transplan-
tation and living donation issues. The
clinical transplant coordinator’s re-
sponsibilities must include, but are not
limited to, the following:

(1) Ensuring the coordination of the
clinical aspects of transplant patient
and living donor care; and

(2) Acting as a liaison between a kid-
ney transplant center and dialysis fa-
cilities, as applicable.

(d) Standard: Independent living donor
advocate or living donor advocate team.
The transplant center that performs
living donor transplantation must
identify either an independent living
donor advocate or an independent liv-
ing donor advocate team to ensure pro-
tection of the rights of living donors
and prospective living donors.

(1) The living donor advocate or liv-
ing donor advocate team must not be
involved in transplantation activities
on a routine basis.

(2) The independent living donor ad-
vocate or living donor advocate team
must demonstrate:

(i) Knowledge of living organ dona-
tion, transplantation, medical ethics,
and informed consent; and

(ii) Understanding of the potential
impact of family and other external
pressures on the prospective living do-
nor’s decision whether to donate and
the ability to discuss these issues with
the donor.
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(3) The independent living donor ad-
vocate or living donor advocate team is
responsible for:

(i) Representing and advising the
donor;

(ii) Protecting and promoting the in-
terests of the donor; and

(iii) Respecting the donor’s decision
and ensuring that the donor’s decision
is informed and free from coercion.

(e) Standard: Transplant team. The
transplant center must identify a mul-
tidisciplinary transplant team and de-
scribe the responsibilities of each
member of the team. The team must be
composed of individuals with the ap-
propriate qualifications, training, and
experience in the relevant areas of
medicine, nursing, nutrition, social
services, transplant coordination, and
pharmacology.

(f) Standard: Resource commitment.
The transplant center must dem-
onstrate availability of expertise in in-
ternal medicine, surgery, anesthesi-
ology, immunology, infectious disease
control, pathology, radiology, blood
banking, and patient education as re-
lated to the provision of transplan-
tation services.

§482.100 Condition of participation:
Organ procurement.

The transplant center must ensure
that the hospital in which it operates
has a written agreement for the receipt
of organs with an OPO designated by
the Secretary that identifies specific
responsibilities for the hospital and for
the OPO with respect to organ recovery
and organ allocation.

§482.102 Condition of participation:
Patient and living donor rights.

In addition to meeting the condition
of participation ‘‘Patients rights’ re-
quirements at §482.13, the transplant
center must protect and promote each
transplant patient’s and living donor’s
rights.

(a) Standard: Informed consent for
transplant patients. Transplant centers
must implement written transplant pa-
tient informed consent policies that in-
form each patient of:

(1) The evaluation process;

(2) The surgical procedure;

(3) Alternative treatments;
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(4) Potential medical or psychosocial
risks;

(5) National and transplant center-
specific outcomes, from the most re-
cent SRTR center-specific report, in-
cluding (but not limited to) the trans-
plant center’s observed and expected 1-
yvear patient and graft survival, na-
tional 1-year patient and graft sur-
vival, and notification about all Medi-
care outcome requirements not being
met by the transplant center;

(6) Organ donor risk factors that
could affect the success of the graft or
the health of the patient, including,
but not limited to, the donor’s history,
condition or age of the organs used, or
the patient’s potential risk of con-
tracting the human immunodeficiency
virus and other infectious diseases if
the disease cannot be detected in an in-
fected donor;

(7) His or her right to refuse trans-
plantation; and

(8) The fact that if his or her trans-
plant is not provided in a Medicare-ap-
proved transplant center it could affect
the transplant recipient’s ability to
have his or her immunosuppressive
drugs paid for under Medicare Part B.

(b) Standard: Informed consent for liv-
ing donors. Transplant centers must
implement written living donor in-
formed consent policies that inform
the prospective living donor of all as-
pects of, and potential outcomes from,
living donation. Transplant centers
must ensure that the prospective living
donor is fully informed about the fol-
lowing:

(1) The fact that communication be-
tween the donor and the transplant
center will remain confidential, in ac-
cordance with the requirements at 45
CFR parts 160 and 164.

(2) The evaluation process;

(3) The surgical procedure, including
post-operative treatment;

(4) The availability of alternative
treatments for the transplant recipi-
ent;

(5) The potential medical or psycho-
social risks to the donor;

(6) The national and transplant cen-
ter-specific outcomes for beneficiaries,
and the national and center-specific
outcomes for living donors, as data are
available;
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(7) The possibility that future health
problems related to the donation may
not be covered by the donor’s insurance
and that the donor’s ability to obtain
health, disability, or life insurance
may be affected;

(8) The donor’s right to opt out of do-
nation at any time during the donation
process; and

(9) The fact that if a transplant is not
provided in a Medicare-approved trans-
plant center it could affect the trans-
plant recipient’s ability to have his or
her immunosuppressive drugs paid for
under Medicare Part B.

(c) Standard: Notification to patients.
Transplant centers must notify pa-
tients placed on the center’s waiting
list of information about the center
that could impact the patient’s ability
to receive a transplant should an organ
become available, and what procedures
are in place to ensure the availability
of a transplant team.

(1) A transplant center served by a
single transplant surgeon or physician
must inform patients placed on the
center’s waiting list of:

(i) The potential unavailability of
the transplant surgeon or physician;
and

(ii) Whether the center has a mecha-
nism to provide an alternate trans-
plant surgeon or transplant physician.

(2) At least 30 days before a center’s
Medicare approval is terminated,
whether voluntarily or involuntarily,
the center must:

(i) Inform patients on the center’s
waiting list and provide assistance to
waiting list patients who choose to
transfer to the waiting list of another
Medicare-approved transplant center
without loss of time accrued on the
waiting list; and

(ii) Inform Medicare beneficiaries on
the center’s waiting list that Medicare
will no longer pay for transplants per-
formed at the center after the effective
date of the center’s termination of ap-
proval.

(3) As soon as possible prior to a
transplant center’s voluntary inactiva-
tion, the center must inform patients
on the center’s waiting list and, as di-
rected by the Secretary, provide assist-
ance to waiting list patients who
choose to transfer to the waiting list of
another Medicare-approved transplant
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center without loss of time accrued on
the waiting list.

§482.104 Condition of participation:
Additional requirements for kidney
transplant centers.

(a) Standard: End stage renal disease
(ESRD) services. Kidney transplant cen-
ters must directly furnish transplan-
tation and other medical and surgical
specialty services required for the care
of ESRD patients. A kidney transplant
center must have written policies and
procedures for ongoing communica-
tions with dialysis patients’ local di-
alysis facilities.

(b) Standard: Dialysis services. Kidney
transplant centers must furnish inpa-
tient dialysis services directly or under
arrangement.

(c) Standard: Participation in metwork
activities. Kidney transplant centers
must cooperate with the ESRD Net-
work designated for their geographic
area, in fulfilling the terms of the Net-
work’s current statement of work.

PART 483—REQUIREMENTS FOR
STATES AND LONG TERM CARE
FACILITIES

Subpart A [Reserved]

Subpart B—Requirements for Long Term
Care Facilities

Sec.

483.1 Basis and scope.

483.5 Definitions.

483.10 Resident rights.

483.12 Admission, transfer and discharge
rights.

483.13 Resident behavior and facility prac-
tices.

483.15 Quality of life.

483.20 Resident assessment.

483.25 Quality of care.

483.30 Nursing services.

483.35 Dietary services.

483.40 Physician services.

483.45 Specialized rehabilitative services.

483.55 Dental services.

483.60 Pharmacy services.

483.65 Infection control.

483.70 Physical environment.

483.75 Administration.

Subpart C—Preadmission Screening and
Annual Review of Mentally Il and
Mentally Retarded Individuals

483.100 Basis.
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483.102
483.104

Applicability and definitions.

State plan requirement.

483.106 Basic rule.

483.108 Relationship of PASARR to other
Medicaid processes.

483.110 Out-of-State arrangements.

483.112 Preadmission screening of applicants
for admission to NFs.

483.114 Annual review of NF residents.

483.116 Residents and applicants determined
to require NF level of services.

483.118 Residents and applicants determined
not to require NF level of services.

483.120 Specialized services.

483.122 FFP for NF services.

483.124 FFP for specialized services.

483.126 Appropriate placement.

483.128 PASARR evaluation criteria.

483.130 PASARR determination criteria.

483.132 Evaluating the need for NF services
and NF level of care (PASARR/NF).

483.134 Evaluating whether an individual
with mental illness requires specialized
services (PASARR/MI).

483.136 Evaluating whether an individual
with intellectual disability requires spe-
cialized services (PASARR/MR).

483.138 Maintenance of services and avail-
ability of FFP.

Subpart D—Requirements That Must Be Met
by States and State Agencies: Nurse
Aide Training and Competency Eval-
uation; and Paid Feeding Assistants

483.150 Statutory basis; Deemed meeting or
waiver of requirements.

483.151 State review and approval of nurse
aide training and competency evaluation
programs.

483.152 Requirements for approval of a nurse
aide training and competency evaluation
program.

483.1564 Nurse aide competency evaluation.

483.156 Registry of nurse aides.

483.1568 FFP for nurse aide training and
competency evaluation.

483.160 Requirements for training of paid
feeding assistants.

Subpart E—Appeals of Discharges, Trans-
fers, and Preadmission Screening and
Annual Resident Review (PASARR) De-
terminations

483.200 Statutory basis.

483.202 Definitions.

483.204 Provision of a hearing and appeal
system.
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